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SUBCHAPTER C—ELECTRONIC PRODUCT RADIATION CONTROL

DEFINITIONS

SEC. 531.1 [360hh] As used in this subchapter—

(1) the term “electronic product radiation” means—

(A) any ionizing or non-ionizing electromagnetic or
particulate radiation, or

(B) any sonic, infrasonic, or ultrasonic wave, which is
emitted from an electronic product as the result of the op-
eration of an electronic circuit in such product;

(2) the term “electronic product” means (A) any manufac-
tured or assembled product which, when in operation, (i) con-
tains or acts as part of an electronic circuit and (ii) emits (or
in the absence of effective shielding or other controls would
emit) electronic product radiation, or (B) any manufactured or
assembled article which is intended for use as a component,
part, or accessory of a product described in clause (A) and
which when in operation emits (or in the absence of effective
shieldin%lor other controls would emit) such radiation;

(3) the term “manufacturer” means any person engaged in
the business of manufacturing, assembling, or importing of
electronic products;

(4) the term “commerce” means (A) commerce between any
place in any State and any place outside thereof; and (B) com-
merce wholly within the District of Columbia; and

(5) the term “State” includes the District of Columbia, the
Commonwealth of Puerto Rico, the Northern Mariana Islands,
the Virgin Islands, Guam, and American Samoa.

ELECTRONIC PRODUCT RADIATION CONTROL PROGRAM

SEC. 532. [360ii] (a) The Secretary shall establish and carry
out an electronic product radiation control program designed to
protect the public gealth and safety from electronic product radi-
ation. As a part of such program, he shall— .

(1) pursuant to section 534, develop and administer per-
formance standards for electronic products;

(2) plan, conduct, coordinate, and support research, devel-
opment, training, and operational activities to minimize the
emissions ‘of and the exposure of people to, unnecessary elec-
tronic product radiation; . -

(3) maintain liaison with and receive information from
other Federal and State departments and agencies with related
interests, professional organizations, industry, industry and
labor associations, and other organizations on present and fu-
ture potential electronic product radiation;

(4) study and evaluate emissions of, and conditions of ex-

pos(lilre to, electronic product radiation and intense magnetic
fields;

! Section 19(3) of Public Law 101-629 (104 Stat. 4529-30) repealed section 354 and redesig-
nated sections 355 through 360F of the Public Health Service Act as sections 531 through 542,
respectivelsy. Section 19(4) transferred to chapter V of the Federal Food, Drug, and Cosmetic Act,
sections 354 through 360F of the Public Health Service Act and redesignated them as sections
530 through 542, respectively. Since section 354 was repealed by section 19(3) it could not be
redesignated as section 530.
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(5) develop, test, and evaluate the effectiveness of proce-
dures and techniques for minimizing exposure to electronic
product radiation; and .

(6) consult and maintain liaison with the Secretary of
Commerce, the Secretary of Defense, the Secretary of Labor,
the Atomic Energy Commission, and other appropriate Federal
departments and agencies on (A) techniques, equipment, and
programs for testing and evaluating electronic product radi-
ation, and (B) the development of performance standards pur-
suant to section 534 to control such radiation emissions.

(b) In carrying out the purposes of subsection (a), the Secretary
is authorized to—

(1XA) collect and make available, through publications and
other appropriate means, the results of, and other information
concerning, research and studies relating to the nature and ex-
tent of the hazards and control of electronic product radiation;
and (B) make such recommendations relating to such hazards
and control as he considers appropriate;

(2) make grants to public and private agencies, organiza-
tions, and institutions, and to individuals for the purposes stat-
ed in paragraphs (2), (4), and (5) of subsection (a) of this sec-
tion;

(3) contract with public or private agencies, institutions,
and organizations, and with individuals, without regard to sec-
tion 3324 of title 31, United States Code, and section 3709 of
the Revised Statutes of the United States (41 U.S.C. 5); and

(4) procure (by negotiation or otherwise) electronic prod-
ucts for research and testing purposes, and sell or otherwise
dispose of such products.

(c)(1) Each recipient of assistance under this subchapter pursu-
ant to grants or contracts entered into under other than competi-
tive bidding procedures shall keep such records as the Secretary
shall prescribe, including records which fully disclose the amount
and disposition by such recipient of the proceeds of such assistance,
the total cost of the project or undertaking in connection with
which such assistance is given or used, and the amount of that por-
tion of the cost of the project or undertaking supplied by other
sources, and such other records as will facilitate an effective audit.

(2) The Secretary and the Comptroller General of the United
States, or any of their duly authorized representatives, shall have
access for the purpose of audit and examination to any books, docu-
ments, papers, and records of the recipient that are pertinent to
the grants or contracts entered into under this subchapter under
other than competitive bidding procedures.

STUDIES BY THE SECRETARY

SEC. 533. [360jj] (a) The Secretary shall conduct the following
studies, and shall make a report or reports of the results of such
studies to the Congress on or before January 1, 1970, and from
time to time thereafter as he may find necessary, together with
such recommendations for legislation as he may deem appropriate:
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(1) A study of present State and Federal control of health haz-
ards from electronic product radiation and other types of ionizing
radiation, which study shall include, but not be limited to—

(A) control of health hazards from radioactive materials
o?her than materials regulated under the Atomic Energy Act
of 1954; ,

(B) any gaps and inconsistencies in present controls;

(C) the need for controlling the saf:a of certain used elec-
tronic products, particularly antiquated X-ray equipment, with-
out upgrading such products to meet the standards for new
products or separate standards for used products;

(D) measures to assure consistent and effective control of
the aforementioned health hazards;

(E) measures to strengthen radiological health programs of
State governments; and

(F) the feasibility of authorizing the Secretary to enter into
arrangements with individual States or groups of States to de-
fine their respective functions and responsibilities for the con-
trol of electronic product radiation and other ionizing radiation;
(2) A study to determine the necessity for the development of

standards for the use of nonmedical electronic products for com-
mercial and industrial purposes; and :

(3) A study of the development of practicable procedures for the
detection and measurement of electronic product radiation which
may be emitted from electronic products manufactured or imported
prior to the effective date of any applicable standard established
pursuant to this subchapter. , '

(b) In carrying out these studies, the Secretary shall invite the
participation of other Federal departments and agencies having re-
lated responsibilitiesr and interests, State governments—particu-
larly those of States which regulate radioactive materials under
section 274 of the Atomic Energy Act of 1954, as amended, and in-
terested professional, labor, and industrial organizations. Upon re-
quest from congressional committees interested in these studies,
the Secretary shall keep these committees currently informed as to
the progress of the studies and shall permit the committees to-send
observers to meetings of the study groups. :

(c) The Secretary or his designee shall organize the studies and
the participation of the invited participants as he deems best. Any
Bissent from the findings and recommendations of the Secretary .
shall be included in the report if so requested by the dissenter.

PERFORMANCE STANDARDS FOR ELECTRONIC PRODUC'-I‘S.

SEC. 534. [360kk] (a)(1) The Secretary shall by regulation pre-
scribe performance standards for electronic products to control the
emission of electronic product radiation from such products if he
determines that such standards are necessary for the protection of
the public health and safety. Such standards may include provi-
sions for the testing of such products and the measurement ofp their
electronic product radiation emissions, may require the attachment
of warning signs and labels, and may require the provision of in-
structions for the installation, operation, and use of such products.
Such standards may be prescribed from time to time whenever
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such determinations are made, but the first of such standards shall
be prescribed prior to January 1, 1970. In the development of such
standards, the Secretary shall consult with Federal and State de-
partments and agencies having related responsibilities or interests
and with appropriate professional organizations and interested per-
sons, including representatives of industries and labor organiza-
tions which would be affected by such standards, and shall give
consideration to—

(A) the latest available scientific and medical data in the
field of electronic product radiation;

(B) the standards currently recommended by (i) other Fed-
eral agencies having responsibilities relating to the control and
measurement of electronic product radiation, and (ii) public or
private groups having an expertise in the field of electronic
product radiation;

(C) the reasonableness and technical feasibility of such
standards as-applied to a particular electronic product;

(D) the adaptability of such standards to the need for uni-
formity and reliability of testing and measuring procedures
and equipment; and

(E) in the case of a component, or accessory described in
paragraph (2)(B) of section 531, the performance of such article
in thi:1 manufactured or assembled product for which it is de-
signed.

(2) The Secretary may prescribe different and individual per-
formance standards, to the extent appropriate and feasible, for dif-
ferent electronic products so as to recognize their different operat-
ing characteristics and uses.

(8) The performance standards prescribed under this section
shall not apply to any electronic product which is intended solely
for export if (A) such product and the outside of any shipping con-
tainer used in the export of such product are labeled or tagged to
show that such product is intended for export, and (B) such product
meets all the applicable requirements of the country to which such
product is intended for export. N

(4) The Secretary may by regulation amend or revoke any per-
formance standard prescribed under this section.

(6) The Secretary may exempt from the provisions of this sec-
tion any electronic product intended for use by departments or
agencies of the United States provided such department or agency
has prescribed procurement specifications governing emissions of
electronic product radiation and provided further that such product
is of a type used solely or predominantly by departments or agen-
cies of the United States.

(b) The provisions of subchapter II of chapter 5 of title 5 of the
United States Code (relating to the administrative procedure for
rulemaking), and of chapter 7 of such title (relating to judicial re-
view), shall apply with respect to any regulation prescribing,
amending, or revoking any standard prescribed under this section.

(c) Each regulation prescribing, amending, or revoking a stand-
ard shall specify the date on which it shall take effect which, in the
case of any regulation prescribing, or amending any standard, may
not be sooner than one year or not later than two years after the
date on which such regulation is issued, unless the Secretary finds,
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for good cause shown, that an earlier or later effective date is in
the public interest and ﬁ:xblishes in the Federal Register his reason
for 1such finding, in which case such earlier or ﬂter date shall
apply. :
(dX1) In a case of actual controversy as to the validity of any
regulation issued under this section prescribing, amending, or re-
voking a performance standard, any pergon who will be adversely
affected by such regulation when it is effective may at any time
prior to the sixtieth day after such regulation is issued file a peti-
tion with the United States court of alzi;l)eals for the circuit wherein
such person resides or has his princip place of business, for a ju-
dicial review of such regulation. A copy of the petition shall be
forthwith transmitted by the clerk of the court to the Secretary or
other officer designatedy by him for that u?ose. The Secretary
thereupon shall file in the court the recorg of the proceedings on
which the Secretary based the regulation, as provided in section
2112 of title 28 of the United States Code.

(2) If the petitioner applies to the court for leave to adduce ad-
ditional evidence, and shows to the satisfaction of the court that
such additional evidence is material and that there were reason-
akle grounds for the failure to adduce such evidence in the Proceed-
ing before the Secretary, the court may order such additional evi-
dence (and evidence in rebuttal thereof) to be taken before the Sec-
retary, and to be adduced upon the hearing, in such manner and
‘\ll‘ﬁon such terms and conditions as to the court may seem proper.

e Secretary may modify his findings, or make new findings, by
reason of the additional evidence so taken, and he shall file such
modified or new findings, and his recommendations, if any, for the
modification or setting aside of his original regulation, with the re-
turn of such additional evidence.

(3) Upon the filing of the petition referred to in paragraph (1)
of this subsection, the court shall have Jjurisdiction to review the
regulation in accordance with chapter 7 of title 5 of the United
Sﬁates Code and to grant appropriate relief as provided in such
chapter.

(4) The judgment of the court affirming or setting aside; in
whole or in part, any such regulation of the Secret shall be
final, subject to review by the Supreme Court of the United States
upon certiorari or certification as provided in section 1254 of title
28 of the United States Code. _ o

(6) Any action instituted under this subsection shall survive, -
notwithstanding any-change in the person occupying the office of -
Secretary or any vacancy in such office. )

(6) The remedies provided for in this subsection shall be in ad-
gitilon to and not in substitution for any other remedies provided

y law.

(e) A certified copy of the transcript of the record and adminis-
trative proceedings under this section shall be furnished by the
Secretary to any interested party at his request, and payment of
the costs thereof, and shall be admissible in any criminal, exclusion
of imports, or other proceeding arising under or in respect of this
subchapter, irrespective of whether proceedings with respect to the
r}elgulation have previously been initiated or become final under
this section.
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(f(1XA) The Secretary shall establish a Technical Electronic
Product Radiation Safety Standards Committee (hereafter in this
subchapter referred to as the “Committee”) which he shall consult
before prescribing any standard under this section. The Committee
shall be appointed by the Secretary, after consultation with public
and private agencies concerned with the technical aspect of elec-
tronic product radiation safety, and shall be composed of fifteen
members each of whom shall be technically qualified by training
and experience in one or more fields of science or engineering ap-
plicable to electronic product radiation safety, as follows:

(i) Five members shall be selected from governmental
agencies, including State and Federal Governments;

(ii) Five members shall be selected from the affected indus-
tries after consultation with industry representatives; and

(iii) Five members shall be selectecf from the general pub-

%icl; of which at least one shall be a representative of organized

abor.

(B) The Committee may propese electronic product radiation
safety standards to the Secretary for his consideration. All proceed-
ings of the Committee shall be recorded and the record of each
such proceeding shall be available for public inspection.

(2) Payments to members of the Committee who are not offi-
cers or employees of the United States pursuant to subsection (c)
of section 208 of this Act! shall not render members of the Com-
mittee officers or emploiees of the United States for any purpose.

(g) The Secretary shall review and evaluate on a continuing
basis testing programs carried out by industry to assure the ade-
quacy of safeguards against hazardous electronic product radiation
and to assure that electronic products comply with standards pre-
scribed under this section.

(h) Every manufacturer of an electronic product to which is ap-
plicable a standard in effect under this section shall furnish to the
distributor or dealer at the time of delivery of such product, in the
form of a label or tag permanently affixed to such product-or in
such manner as approved by the Secretary, the certification that
such product conforms to all applicable standards under this sec-
tion. Such certification shall be based upon a test, in accordance
with such standard, of the individual article to which it is attached
or upon a testing program which is in accord with good manufac-
turing practice and which has not been disapproved by the Sec-
retary &n such manner as he shall prescribe by regulation) on the
grounds that it does not assure the adequacy of safeguards against
hazardous electronic product radiation or that it does not assure
that electronic products comply with the standards prescribed
under this section.

NOTIFICATION OF DEFECTS IN, AND REPAIR OR REPLACEMENT OF,
ELECTRONIC PRODUCTS

SEC. §35. [360!!] (a)1) Every manufacturer of electronic prod-
ucts, who discovers that an electronic Kroduct produced, assembled,
or imported by him has a defect which relates to the safety of use

1 The words “this Act” should probably be striken and insert in lieu thereof “the Public Health
Service Act”.



179 FEDERAL FOQD, DRUG, AND COSMETIC ACT Sec. 535

of such product by reason of the emission of electronic product radi-
ation, or that an electronic product produced, assembled, or im-
ported by him on or after the effective date of an applicable stand-
ard prescribed pursuant to section 534 fails to comply with such
standard, shall immediately notify the Secretary of such defect or
failure to comply if such product has left the place of manufacture
and shall (except as authorized by paragraph (2)) with reasonable
promptness furnish notification of such defect or failure to the per-
sons (where known to the manufacturer) specified in subsection (b)
of this section.

(2) If, in the opinion of such manufacturer, the defect or failure
to comply is not such as to create a significant risk of injury, in-
cluding genetic injury, to any person, he may, at the time of giving
notice to the Secretary of such defect or failure to comply, apply to
the Secretary for an exemption from the requirement of notice to
the persons specified in subsection (b). If such application states
reasonable grounds for such exemption, the Secre shall afford
such manufacturer an opportunity to present his views and evi-
dence in support of the application, the burden of proof being on
the manufacturer. If, after such presentation, the Secretary is sat-
isfied that such defect or failure to comply is not such as fo create
a significant risk of injury, including genetic injury, to any person,
he shall exempt such manufacturer from the requirement of notice
to the persons specified in subsection (b) of this section and from
the requirements- of repair or replacement imposed by subsection (f)
of this section.

(b) The notification (other than to the Secretary) required by
paragraph (1) of subsection (a) of this section shall be
accomplished—

(1) by certified mail to the first purchaser of such product
for purposes other than resale, and to any subsequent trans-
feree of such product; and

(2) by certified mail or other more expeditious means to
the dealers or distributors of such manufacturer to whom such
product was delivered.

(c) The notifications required by paragraph (1) of subsection (a)
of this section shall contain a clear description of such defect or
failure to comply with an applicable standard, an evaluation of the
hazard reasonably related to such defect or failure to comply, and
a statement of the measures to be taken to repair such defect. In
the case of a notification to a person referred to in subsection (b) .
of this section, the notification shall also advise the person of his -
rights under subsection (f) of this section. )

(d) Every manufacturer of electronic products shall furnish to
the Secretary a true or representative copy of all notices, bulletins,
and other communications to the dealers or distributors of such
manufacturer or to purchasers (or subsequent transferees) of elec-
tronic products of such manufacturer re§arding any such defect in
such product or any such failure to comply with a standard applica-
ble to such product. The Secretary shall disclose to the puﬂ)ic S0
much of the information contained in such notice or other informa-
tion obtained under section 537 as he deems will assist in carrying
out the purposes of this subchapter, but he shall not disclose any
information which contains or relates to a trade secret or other
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matter referred to in section 1905 of title 18 of the United States
Code unless he determines that it is necessary to carry out the pur-
poses of this subchapter. ;

(e) If through testing, inspection, investigation, or research car-
ried out pursuant to this subchapter, or examination of reports
submitted pursuant to section 537, or otherwise, the Secretary de-
termines that any electronic product—

(1) does not comply with an applicable standazd prescribed
pursuant to section 534; or
(2) contains a defect which relates to the safety of use of

such product by reason of the emission of electronic product ra-

diation;
he shall immediately notify the manufacturer of such product of
such defect or failure to comply. The notice shall contain the find-
ings of the Secretary and shall include all information upon which
the findings are based. The Secretary shall afford such manufac-
turer an opportunity to present his views and evidence in support
thereof, to establish that there is no failure of compliance or that
the alleged defect does not exist-or does not relate to safety of use
of the product by reason of the emission of such radiation hazard.
If after such presentation by the manufacturer the Secretary deter-
mines that such product does not comply with an applicable stand-
ard prescribed pursuant to section 534, or that it contains a defect
which relates to the safety of use of such product by reason of the
emission of electronic product radiation, the Secretary shall direct
the manufacturer to furnish the notification specified in subsection
(c) of this section to the persons specified in paragraphs (1) and (2)
of subsection (b) of this section (where known to the manufacturer),
unless the manufacturer has applied for an exemption from the re-
quirement of such notification on the ground specified in paragraph
(2) of subsection (a) and the Secretary is satisfied that such non-
compliance or defect is not such as to create a significant risk of
injury, including genetic injury, to any person. .

(f) If any electronic product is found under subsection (a) or (e)
to fail to comply with an applicable standard prescribed under this
subchapter or to have a defect which relates to the safety of use
of such product, and the notification specified in subsection (c) is
required to be furnished on account of such failure or defect, the
manufacturer of such product shall (1) without charge, bring such
product into conformity with such standard or remedy such defect
and provide reimbursement for any expenses for transportation of
such product incurred in connection with having such product
brought into conformity or having such defect remedied, (2) replace
such product with a like or equivalent product which complies with
each applicable standard prescribed under this subchapter and
which has no defect relating to the safety of its use, or (3) make
a refund of the cost of such product. The manufacturer shall take
the action required by this subsection in such manner, and with re-
spe.cl::; to such persons, as the Secretary by regulations shall pre-
- scribe.
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(g) This section shall not apply to any electronic product that
was manufactured before the date of the enactment of this sub-
chapter.

IMPORTS

SEC. 536. [360mm] (a) Any electronic product offered for im-
portation into the United States which fails to comply with an ap-
plicable standard prescribed under this subchapter, or to which is
not affixed a certn.d:’ cation in the form eof a label or tag in conformity
with section 534(h) shall be refused admission into the United
States. The Secretary of the Treasury shall deliver to the Secretary
of Health and Human Services, upon the latter’s request, samples
of electronic products which are being imported or offered for im-
port into the United States, giving notice thereof to the owner or
consignee, who may have a hearing before the Secretary of Health
and Human Services. If it appears from an examination of such
samples or otherwise that any electronic product fails to comply
with applicable standards prescribed pursuant to section 534, then,
unless subsection (b) of this section applies and is complied with,
(1) such electronic product shall be refused admission, and (2) the
Secretary of the Treasury shall cause the destruction of such elec-
tronic Eroduct unless such article is exported, under regulations
prescribed by the Secretary of the Treasury, within 90 days after
the date of notice of refusal of admission or within such additional
time as may be permitted by such regulations.

(b) If it aplpears to the Secretary of Health and Human Serv-
ices that any electronic product refused admission pursuant to sub-
section (a) of this section can be brought into compliance with ap-
plicable standards prescribed pursuant to section 534, final deter-
mination as to admission of such electronic groduct may be de-
ferred upon filing of timely writtéH application by the owner or con-
signee and the execution by him of a good and sufficient bond pro-
viding for the payment of such liquidated damages in the event of
default as the Secretary of Health and Human Services may by
regulation prescribe. If such application is filed and such bond is
executed the Secretary of Health and Human Services may, in ac-
cordance with rules prescribed by him, permit the applicant to per-
form such operations with respect to such electronic product as
may be specified in the notice of permission.

(c) All expenses (including travel, per diem or subsistence, and
salaries of officers or employees of the United States) in connection

with the destruction provided for in subsection (a) of this section -

and the supervision of operations provided for in subsection (b) of
this section, and all expenses in connection with the storage, cart-
age, or labor with respect to any electronic product refused admis-
sion pursuant to subsection (a) of this section, shall be paid by the
owner or consignee, and, in event of default, shall constitute a lien
against any future importations made by such owner or consignee.

(d) It shall be the duty of every manufacturer offering an elec-
tronic product for importation into the United States to designate
in writing an agent upon whom service of all administrative and
judicial processes, notices, orders, decisions, and requirements may
be made for and on behalf of said manufacturer, and to file such
designation with the Secretary, which designation may from time
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to time be changed by like writing, similarly filed. Service of all ad-
ministrative and judicial processes, notices, orders, decisions, and
requirements may be made upon said manufacturer by service
upon such designated agent at his office or usual place of residence
with like effect as if made personally upon said manufacturer, and
in default of such designation of suci agent, service of process; no-
tice, order, requirement, or decision in any proceeding before the
Secretary or in any judicial proceeding for enforcement of this sub-
chapter or any standards prescribed pursuant to this subchapter
may be made by posting such process, notice, order, requirement,
or decision in the Office of the Secretary or in a place designated
by him by regulation.

INSPECTION AND REPORTS

SEC. 537. [360nn] (a) If the Secretary finds for good cause that
the methods, tests, or programs related to electronic product radi-
ation safety in a particular factory, warehouse, or establishment in
which electronic Eroducts are manufactured or held, may not be
adequate or reliable, officers or employees duly designated by the
Secretary, upon presenting appropriate credentials and a written
notice to the owner, operator, or agent in charge, are thereafter au-
thorized (1) to enter, at reasonable times, any area in such factory,
warehouse, or establishment in which the manufacturer’s tests (or
testing programs) required by section 534(h) are carried out, and
(2) to inspect, at reasonable times and within reasonable limits and
in a reasonable manner, the facilities and procedures within such
area which are related to electronic product radiation safety. Each
such inspection shall be commenced and completed with reasonable
promptness. In addition to other grounds upon which good cause
may be found for purposes of this subsection, good cause will be
considered to exist in any case where the manufacturer has intro-
duced into commerce any electronic product which does not comply
with an applicable standard prescribed under this subchapter and
with respect to which no exemption from the notification require-
ments(h)as been granted by the Secretary under section 535(a)2)
or 535(e). B

(b) Every manufacturer of electronic products shall esfablish
and maintain such records (including testing records), make such
reports, and provide such information, as the Secretary may rea-
sonably require to enable him to determine whether such manufac-
turer has acted or is acting in compliance with this subchapter and-
standards prescribed pursuant to this subchapter and shall, upon
request of an officer or employee duly designated by the Secretary,
permit such officer or employee to inspect appropriate books, pa-
pers, records, and documents relevant to determining whether such
manufacturer has acted or is acting in compliance with standards
prescribed pursuant to this subchapter.

(c) Every manufacturer of electronic products shall provide to
the Secretary such performance data and other technical data re-
lated to safety as may be required to carry out the purposes of this
subchapter. The Secretary is authorized to require the manufac-
turer to give such notification of such performance and technical
data at the time of original purchase to the ultimate purchaser of
the electronic product, as he determines necessary to carry out the
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purposes of this subchapter after consulting with the affected in-
dustry.

(d) Accident and investigation reports made under this sub-
chapter by any officer, employee, or agent of the Secretary shall be.
available for use in any civil, criminal, or other judicial proceeding
arising out of such accident. Any such officer, employee, or agent
may be required to testify in such proceedings as to the fact devel-
oped in such investigations. Any such report shall be made avail-
able to the public in a manner which need not identify individdals.
All reports on research projects, demonstration projects, and other
related activities shall be public information.

(e) The Secretary or his representative shall not disclose any
information reported to or otherwise obtained by him, pursuant to
subsection (a) or (b) of this section, which concerns any information
which contains or relates to a trade secret or other matter referred
to in section 1905 of title 18 of the United States Code, except that
such information may be disclosed to other officers or employees of
the Department and of other agencies concerned with carrying out
this subchapter or when relevant in any proceeding under this sub-
chapter. Nothing in this section shall authorize the withholding of
information by the Secretary, or by any officers or employees under
his control, from the duly authorized committees of the Congress.

(f) The Secretary may by regulation (1) require dealers and dis-
tributors of electronic products, to which there are applicable
standards prescribed under this subchapter and the retail prices of
which is not less than $50, to furnish manufacturers of such prod-
ucts such information as may be necessary to identify and locate,
for purposes of section 535, the first purchasers of such products
for purposes other than resale, and (2) require manufacturers to
preserve such information. Any regulation establishing a require-
ment pursuant to clause (1) of the preceding sentence shall (A) au-
thorize such dealers and distributors to elect, in lieu of imme-
diately furnishing such information to the manufacturer, to hold
and preserve such information until advised by the manufacturer
or Secretary that such information is needed by the manufacturer
for purposes of section 535, and (B) provide that the dealer or dis-
tributor shall, upon making such election, give prompt notice of
such election (together with information identifying the notifier and
the product) to the manufacturer and shall, when advised by the
manufacturer or Secretary, of the need therefor for the purposes of
section 535, immediately furnish the manufacturer with the' re-
quired information. If a dealer or distributor discontinues the deal-
ing in or distribution of electronic products, he shall turn the infor-
mation over to the manufacturer. Any manufacturer receiving in-
formation pursuant to this subsection concerning first purchasers
of products for purposes other than resale shall treat it as confiden-
tial and may use it only if necessary for the purpose of notifying
persons pursuant to section 535(a).

PROHIBITED ACTS

SEC. 538. [36000] (a) It shall be unlawful—
(1) for any manufacturer to introduce, or to deliver for in-
troduction, into commerce, or to import into the United States,
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any electronic product which does not comply with an applica-

ble standard prescribed pursuant to section 534;

(2) for any person to fail to furnish any notification or
other material or information required by section 535 or 537;
or to fail to comply with the requirements of section 535(f); .

(3) for any person to fail or to refuse to establish or main-
tain records required by this subchapter or to permit access by
the Secretary or any of his duly authorized representatives to,
or the copying of, such records, or to permit entry or inspec-
tion, as required by or pursuant to section 537;

(4) for any person to fail or to refuse to make any report
required pursuant to section 537(b) or to furnish or preserve
any information required pursuant to section 537(f); or

(5) for any person (A) to fail to issue a certification as re-
quired by section 534(h), or (B) to issue such a certification
when such certification is not based upon a test or testing pro-
gram meeting the requirements of section 534(h) or when the
issuer, in the exercise of due care, would have reason to know
that such certification is false or misleading in a material re-
spect.

(b) The Secretary may exempt any electronic product, or class
thereof, from all or part of subsection (a), upon such conditions as
he may find necessary to protect the public health or welfare, for
the purpose of research, investigations, studies, demonstrations, or
training, or for reasons of national security.

ENFORCEMENT

SEC. 539. [360pp} (a) The district courts of the United States
shall have jurisdiction, for cause shown, to restrain violations of
section 538 and to restrain dealers and distributors of electronic
products from selling or otherwise disposing of electronic products
which do not conform to an applicable standard prescribed pursu-
ant to section 534 except when such products are disposed of by re-
turning them to the distributor or manufacturer from whom they
were obtained. The district courts of the United States shall also
have jurisdiction in accordance with section 1355 of title 28 of the
United States Code to enforce the provisions of subsection (b) of
this section. . o

(b)1) Any person who violates section 538 shall be subject to
a civil penalty of not more than $1,000. For purposes of this sub-
section, any such violation shall with respect to each electronic
product involved, or with respect to each act or omission made un-
lawful by section 538, constitute a separate violation, except that
the maximum civil penalty imposed on any person under this sub-
section for any related series of violations shall not exceed
$300,000.

(2) Any such civil penalty may on application be remitted or
mitigated by the Secretary. In determining the amount of such
penalty, or whether it should be remitted or mitigated and in what
amount, the appropriateness of such penalty to the size of the busi-
ness of the person charged and the gravity of the violation shall be
considered. The amount of such penalty, when finally determined,
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may be deducted from any sums owing by the United States to the
person charged.

(c) Actions under subsections (a) and (b) of this section may be
brought in the district court of the United States for the district
wherein any act or omission or transaction constituting the viola-
tion occurred, or in such court for the district where the defendant
is found or transacts business, and process in such cases may be
served in any other district of which the defendant is an inhabitant
or wherever the defendant may be found.

(d) Nothing in this subchapter shall be construed as requiring
the Secretary to report for the institution of proceedings minor vio-
lations of this subchapter whenever he believes that the public in-
terest will be adequately served by a suitable written notice or
warning,

(e) Except as provided in the first sentence of section 542, com-
pliance with this subchapter or any regulations issued thereunder
shall not relieve any person from liability at common law or under
statutory law.

(f) The remedies provided for in this subchapter shall be in ad-
dition to and not in substitution for any other remedies provided
by law.

ANNUAL REPORT

SEC. 540. [360qq] (a) The Secretary shall prepare and submit
to the President for transmittal to the Congress on or before April
1 of each year a comprehensive report on the administration of this
subchapter for the preceding calendar year. Such report shall
include—

(1) a thorough appraisal (including statistical analyses, es-
timates, and long-term projections) of the incidence of biologi-
cal injury and effects, including genetic effects, to the popu-
lation resulting from exposure to electronic product radiation,
with a breakdown, insofar as practicable, among the various
sources of such radiation;

(2) a list of Federal electronic product radiation control
standards prescribed or in effect in such year, with identifica-
tion of standards newly prescribed during such year;

(3) an evaluation of the degree of observance of applicable
standards, including a list of enforcement actions, court deci-
sions, and compromises of alleged violations by location .and
company name; R

(4) a summary of outstanding problems confronting the ad-
ministration of this subchapter in order of priority;

(5) an analysis and evaluation of research activities com-
pleted as a result of Government and private sponsorship, and
technological progress for safety achieved during such year;

(6) a list, with a brief ststement of the issues, of completed
or pending judicial actions under this subchapter;

(7) the extent to which technical information was dissemi-
nated to the scientific, commercial, and labor community and
1c.onsm(riler—orielrxt;ed information was made available to the pub-
ic; an
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(8) the extent of cooperation between Government officials
and representatives of industry and other interested parties in
the implementation of this subchapter including a log or sum-
mary of meetings held between Government officials and.rep-
resentatives of industry and other interested parties.

(b) The report required by subsection (a) shachontain such rec-
ommendations for additional legislation as the Secretary deems
necessary to promote cooperation among the several States in the
improvement of electronic product radiation control and to
strengthen the national electronic product radiation control pro-
gram.

FEDERAL-STATE COOPERATION

SEc. 541. [360rr] The Secretary is authorized (1) to accept
from State and local authorities engaged in activities related to
health or safety or consumer protection, on a reimbursable basis or
otherwise, any assistance in the administration and enforcement of
this subchapter which he may request and which they may be able
and willing to provide and, if so agreed, may pay in advance or oth-
erwise for the reasonable cost of such assistance, and (2) he may,
for the purpose of conducting examinations, investigations, and in-
spections, commission any officer or employee of any such authority
as an officer of the Department.

EFFECT ON STATE STANDARDS

SEcC. 542. [360s5] Whenever any standard prescribed pursuant
to section 534 with respect to an aspect of performance of an elec-
tronic product is in effect, no State or political subdivision of a
State shall have any authority either to establish, or to continue
in effect, any standard which is a%;‘)licable to the same aspect of
performance of such product and which is not identical to the Fed-
eral standard. Nothing in this subchapter shall be construed to pre-
vent the Federal Government or the government of any State or po-
litical subdivision thereof from establishing a requirement with re-
spect to emission of radiation from electronic products procured for
its own use if such requirement imposes a more restrictive stand-
ard than that required to comply with the otherwise applicable
Federal standard.



Public Law 90-602
90th Congress, H. R. 10790
October 18, 1968

An Act

To amend .the Public Health Service Act to provide for the protection of the
public heakh from radiation emissions from electronic products.

Be it enacted by the Senate and House o{ lfdcpmcntativa of the
Y

United States of America in Congress assem Radiation
A Control foi
SHORT TITLE Health and
Safety Aot of

Secrion 1. This Act may be cited as the “Radiation Control for 1968,
Health and Safety Act of 1068". . ’ .

AMENDMENTS TO PUBLIC JIEALTH SERVICE ACT
Sec. 2. Part F of title III of the Public Health Service Act is 8 Stat. 703;

emended— 81 Stat, 536,
‘ (1) by striking out the heading for such part and inserting in 42 USC 262-
lieu thereof the following: g 263a.,

“Part F—LiceNsING oF Broroorcar Propucts AND CriNicar Lasora-
ToRIES AND CoNTROL OF Raprarion

“§UBPART 1—BIOLOGICAL PRODUCTS”;

(2) by inserting immediately above the section heading of
section 353 the following:

“SUBPART 2—CLINICAL LABORATORIES™; and

(3) by adding at the end of such part F the following new
subpart :

“SUBPART 3—ELECTRONIC PRODUCT RADIATION CONTROL

“DECLARATION OF PURPOSE

“Skc. 354. The Congress hereby declares that the public health and
safety must be protected from the dangers of electronic product radia- g2 star, 1173
tion. Thus, it is the purpose of this subpart to provide for the estab- 82 sTAT, 1174
lishment by the Secretar{ of an electronic product radiation control
program which shall include the development and administration of
performance standards to control the emission of electronic groduct‘
radiation from electronic products and the undertaking by public and
private organizations of research and investigation into the effects and
control of such radiation emissions.

LEGISLATIVE HISTORY:

HOUSE REPORTS: No. 1166 (Comm, on Interstate end Foreign
Commerse) and No, 1971 (Coum. of Conference), .
SENATE REPORT No, 1432 {Comm, on Commerve).
CONGRESSIONAL RECORD, Vol, 114 (1968):
Mar, 20: Considered and passed House,
Oot, 2, 3t Considered and passed Senate, amended,
Oot. 113 House and Senate agreed to oconferenscs report,



' PUBLIC LAW 101-629—NOV. 28, 1990 104 STAT. 4511
Public Law 101-629

101st Congress
: An Act
To amend the Federal Food. Drug, and Cosmetic Act to m;ko improvements in the _ Nov. 28, 1990
regulation of modical devices, and for other purposes. {H.R 3095)
Be it enacted by the Senate and House of Representatives of the
United States of America in Congress assembled, %:fq MedAicu ]
vices Act O
SECTION 1. SHORT TITLE AND REFERENCE TO ACT. 1990.

(a) SHORT Trrre.—This Act may be cited as the “Safe Medical Health care.
Devices Act of 1990"". . ‘ 21 USC 301 nate.
(b) REFERENCE.—Whenever in this Act (other than in section 19)
an-amendment or repeal is expressed in terms of an amendment to,
or repeal of, a section or other provision, the reference shall be
considered to be made to a section or other provision of the Federal
Food, Drug, and Cosmetic Act.

“SuscHAPTER C—ELECTRONIC Propuct RADIATION CONTROL".
(B) The subpart is amended by striking out “subpart” 42USC

each place it occurs and inserting in lieu thereof “sub- 263b-263n.
chapter”.
(2XA) Section 356 of such Act is amended— 42 USC 263d.

(i) by striking out “358’ each place it occurs and inserting -
in lieu thereof “534"", and
(ii) by striking out “sections 3648 and 3709 of the Revised
Statutes of the United States (31 U.S.C. 5§29, 41 US.C. &)"
and inserting in lieu thereof ‘“section 3324 of title 31,
United States Code, and section 3709 of the Revised Stat-
utes of the United States (41 U.S.C. §)"".
(B) Section 358(aX1XE) of such Act is amended by striking out «2 USC 263t.
“355" and inserting in lieu thereof “531"". )
(C) Section 359 of such Act is amended— . 42 USC 263g.
(i) by striking out “358'" each place it occurs and inserting
in lieu thereof “534", and ) )
(ii) by striking out “360A" each place it occurs and insert-
ing in lieu thereof “537". .
(D) Section 360 of such Act is amended by striking out “358" 42 USC 263h.
each place it occurs and inserting in lieu thereof “534". . -
(E) Section 360A of such Act is amended— -
(i) by striking out “358" and inserting in lieu thereof
“534", and
(ii) by striking out “359"" each place it occurs and insert-
ing in lieu thereof “535".
(F) Section 360B of such Act is amended— 42 USC 263;.
(i) by striking out “358" each place it occurs and inserting
in lieu thereof 534",
(ii) by striking out “359"” each place it occurs and insert-
ing in lieu thereof “535™, and
(iii) by striking out “360A” each place it occurs and
inserting in lieu thereof “537"'.
(G) Section 360C of such Act is amended— ) 42 USC 263k.

- 42 USC 263i.
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42 USC 263a.

Repeal.

42 USC 263b.
42 USC 263¢-
263n.

42 USC
263b-263n.

21 USC

360gg-360es.

42 USC prec.
262

21 USC 360hh.

PUBLIC LAW 101-629—NOV. 28, 1990

usglnby striking out “358"” and inserting in lieu thereof

(ii) by striking out “360B" each place it occurs and insert-

ing in lieu thereof “538", and B
B 5(41121'), by striking out “360F’ and inserting in lieu thereof

(H) Section 360F of such Act is amended by stiiking out “358"
and inserting in lieu thereof “534".

(3) Section 354 of such Act is repealed and sections 355
through 360F of such Act are redesignated as sections 531
through 542, respectively.

(4) Subpart 3 of part F of title III of the Public Health Service
Act, as amended by paragraphs (1) and (2) of this subsection, is
transferred to chapter V of the Federal Food, Drug, and Cos-
metic Act and is placed after section 528 and sections 354
through 360F of such subpart are redesignated as sections 530
through 542 of the Federal Food, Drug, and Cosmetic Act,
respectively.

(b) CoNFORMING AMENDMENT.—The heading for part F of title III
of the Public Health Service Act is amended by striking out “AND
CONTROL OF RADIATION". ‘

(c) ConsTRUCTION.—The transfer of subpart 3 of part F of title III
of the Public Health Service Act to the Federal Food, Drug, and
Cosmetic Act does not change the application of the requirements of
such subpart and such Act to electronic products which were in
effect on the date of the enactment of this Act.

Approved November 28, 1990.

LEGISLATIVE HISTORY—H.R. 3095 (S. 3006}

HOUSE REPORTS: No. 101-808 (Comm. on Energy and Commerce! and No. 101-959
(Commm. of Conferencel.
SENATE REPORTS: No. 101-513 accompanying S. 3006 (Comm. on Labor and Human

Resources).
CONGRESSIONAL RECORD, Vol. 136 (1990
Oct. 10, considered and passed House.
Oct. 12. H.R. 3095 considered and passed Senate, amended. in lieu of S. 3006.
Oct. 26. House agreed to conference report.
Oct. 27. Senate agreed to conference report.




